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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bqy, WI 5431 I-8328 
Wils 1313’ k F: 888x570.6460 (Erkymatic) 

P: 503.582. 9.9099 * ‘6: sj2+4~9.+4’l &(Phjrto) 

March 25,2005 
x  .  .  .  .  .“.“.. ._. _x _._. _ __,_ ij 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 810 

1 

1, .“.. -.+-“., “-” .f... ._ ^_ ,_-. 

Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, X4D 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, antior Ristributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsih 543 11 has a label that contains a statement provided 
by section 403(r)(G) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g){ l)(C) of the act and comply with section 403(r)(b) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

of clinically and scientifically studied 
ingredients that support the immune system 
and cellular health.* It includes turmeric 
extract, Indoplex@ with DIM, calcium d- 
glucarate, maitake d-fraction, green tea 
extract, grape seed extr-act and vitamin D3, 
bringing together some of the most widely 
studied ingredients that support immune 
health.* 

Vitamin D (as cholecaiciferol), 
Calcium (as calcium D-glucarate), 
Turmeric (Curcuma longa) 
Rhizome Extract, Calcium d- 
Glucarate, Green Tea (Camellia 
sinensis) Leaf Extract, lndolplex 
Complex, Grape (Vitis vinifera) 
Seed Extra&, Maitake (Frifola 
frandosa) Mushroom Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
j!J&!la;l. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

3h-h Date: , 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

~~“~,~ 

. 

I . 
Chief Financial Officer 

Protective Breast FO~I~XIIS 13~ 



INTEGRATIVIE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 

FN~~YMATIC THempr 

NF Formulas + PhytoPharmica 
Tvler Encaosulations ‘P Vitatine FormukIS 

6r 
PHYTOFHARMICA’ 

,  

- . . _ . .  _. - -^  _._. . _ .  - .  -” . . _ ,  .“._ . . -  .  ,  - -  _“.. I  - - - -  - - - - -  _ .“ .  _x. “_ -_ .  . , _  . . -  ._ ^ .  -  _l_l.-... .  .  _^._ ._“_” 

9755 SW Commerce Circle, Suite BZ 825 Chnlleilger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 h’ F: 888.570,6460 (Enzymatic) 

P: $03.582.8386 i F: 503.582.0467 P: 920.469,9099 c F: 920.469.441& (Phyto) 

March 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, h4D 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify YOLI that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Chalicnger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. En&ymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)( l){C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I 
Robert Doster 

Titic: Senior Vice President of Scientific Affairs 

Date: 3 /‘Z--~/0( 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

. Sincerely, 

Chief Financial Officer 



INTECRATWE THERAPEUTlCS !NC.” ENZYMATIC THERAPY” 
NF Formulas $2 PhytoPharmica 6i 

Tyler Encapsulations Q Vitaline Formulas PHYTOPHARMICA” 
._ r .” ._.. I”. . - -. _. .._._ ._.- .__.. . .._ __-..- I__-- .__ -. __.-- --.-.----.---- .----_ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsoktville, OR 97070 P: 920.469.1313 *- F: 88tLS70.6460 (Enzymatic) 

Pr 503.58i.8386 h, F: x503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label thar contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, IX. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403[r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Breast 
FormulaTM* 

immune boosters and antioxidants: 
lndoplex’, green tea extract, 
maitake D-fraction, turmeric, 
vitamin D$ cholecatciferol and 
grape seed extract* 

Leaf Extract, lndolplex Complex, Grape (bitis 
vinifera’) Seed Extract, Maitake {Frifola 
frondosa) Mushroom Extract 

L- I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that tl stat me1 s.< *e truthful and not misleading. 

By: +!lhu 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3 / 25 OS 

[fyou have any questions, please contact Robert Doster, Senior Vice President of Scienti% Affairs at 
(920) 406-3608. 

Michael I?. Devereux 
Chief Financial Officer 



INTfG~RAflVE THERAPEUTBCS INC.- 
NF Formulas -1 PhytoPharrbica 

ENZYMAT!: THERAPY” 

Tyler Encapsulations i Vitaline Formulas PHYTOPliARMICA* 
_ _-.._ ..-_ -..- ._--__ ._. __,...-_ _I .,_ ._ .- ..I_ ,... ” -. ._.. _. “-.- -.I 

9755 SW Commerce Circle, Suite 82 82s Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 
j * “:: ?. -.;z “” c-3 ;: /, ;’ - ::i P: 503.582.8386 j% F: 503.582.0467 P: 920.469.9099 ,rt F: 920.469.4418 (Phyto) 

whatBetterfebl*: 

March 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) ofthc Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(I)(C) of the act and comply with section 403(r)(G) of {ije act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

1 FormulaTM* Formula were selected because each 
provides demonstrated breast health 
support through one or more different 
pathways, including antioxidants, 
hormone detoxification, and immune 
system support.* When used in 
conjunction with a balanced diet and 
healthy lifestyle choices, Protective 
Breast Formula rsrovides superior 

I 
I 
I 

; support for breast tissue Re&th.* 

Calcium (as calcium D-glucarate), 
Turmeric (Curcuma longa) Rhizome 
Extract, Calcium d-Glucarate, Green 
Tea (Camellia sinensis) Leaf Extract, 
lndolplex Complex, Grape (Vitis 
vinifera) Seed Extract, Maitake 
(Frifoia frondosa) Mushroom Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfiil and not misleading. 

By: I 

Robert Doster _ 
Title: Senior Vice President of Scientific Affairs 

Date: 3ksn/o..s 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael I?. Devcreux 
Chief Financial Officer 

Prolcctive Breast Formula 16e 



fNTEGRATlVE fHLRAPEUTlCS INC.” ENZYMATK THERAPY” 
NF Formulas 9 PhytoPharmica 6r 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA* 
_..^ __._ -. _._... - ___._ - __I._ _,,_ I,.. -... -.__ _-. -.- .-.---. ---. I_ _____., .,._ _._ .._“._ _.__,._ 1. _ .__ __.. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wiisonville, OR 97070 P: 920.469.13’13 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 *p F: 503.582.0467 p: 920.469.9099 *> F: 920.469.4418 (Phyto) 

March 25, 2005 

Office of Nutritional Products, Labeiing & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has,a Iabel that contains a statement provided 
by section 403(r)(6) of the Fecieral Food, Dr41g and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the cxemptlon to section 20 i(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product WC currently market or plan to market in the immediate future, and may be exploratory 
in lxltllre. 

“) I‘ ~.“.“,‘~,,,;,,:‘- “,, - _: 
_” I 6  I_ 3, .,‘i .“ ,: 

Vitamin D (as choiecalciferol), 
Catcium .(as catcium D-glucarate), 
Turmeric (Curcuma longa) Rhizome 
Extract, Calcium d-Glucarate, Green 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, IX. has 
e s: re truthful and not misleading. substantiation tllat~~~~ 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: .3lk5/*S 
If you have any qlmtions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THcRA~Y : t:, ,l. ‘7 :> :- ~. 
What Betterfeers m: - 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations e Vitaline Formulas .,... -, . . ,_ _, . ..__ _“,“... . - . . 
9755 SW Commerce, Circle, Suite B2 

Wilsonville, OR 97070 
P: 503.582.8386 - F: 503.582.C~467 

ENZYMATIC +#lERAPY’ 
ki 

PHYTQFHARMICA’ 
. . ,._ __ - - ___._ ~. .j .,.^_._ I_. .“_ .-_ * .-_.__ ..___ ._ .._^ .x 
825 Challenger Drive, Green Bay, WI 5431 I-8328 
I? 9ZQ.469.1313 *, F: 888.570.6460 (Enzymatic) 

p: PZU.469.9099 ic F: 920.469.4418 (Phyto) 

March 26,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. al 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has-a label that contains a statement provided 
by section 403(r)(G) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
ji!km!u 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

3/2& /05 Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas 4 PhytoPharmiea 

Tyler Encapsulations / Vitaline Formulas ._ _. _I .._ __ I_,.“., ” . . . l.l_ -..... “-.“- .^” ,.- I 
9755 SW Commerce Circle, Suite 32 

Wilsonville, OR 97070 
P: 503.582.8386 is, F: 503.582.0467 

EN+YMATIC THERAPY” 
Br 

PWYYOPWARMICA’ 
_. ,. _ _ . . _. _ ,._ I .__ .” .-... _.- _, __^ . . ^_.I - ._ - - 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 r* F: 888570.6460 (Enzymatic) 

p: 920.469.9099 c F: 920.469.4418 (Phyto) 

March 26,2005 

Office of Nutritional Products, Labeling & 
Dietary Suppiements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parlcway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a Iabel th? contains a statement provided 
by section 403(r)(G) of the Federal Foad, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wi.shes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(G) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormularM* antioxidant activity of grape seed extract 
, aids in the overall functioning of healthy 

cellular production and immune support,* A 
recent study in an animal model found that 
grape seed extract was associated with a 
50% increased benefit in breast cell health.* j 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substa&ation that 

By: 

e tmthfrtl and not misleading. 

Robert Doster 
Title: Senior ‘Vice President of Scientific Affairs 

Date: 3 /L-k/o_s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Michael I). Devcrcux 
Chief Financml Officer 



INTEGRATIVE THERAPEUTICS INC.‘” ENLYMATlC THERAPY. 
NF Forrnuias *,’ PhytoPharmica kr 

Tyler Encapsulations ‘- Vitaline Formulas PiiYTOPHARMlCA* 
-. , ..- . ..- ” -.... -. .-.. ..-. - .,. -__ I. _,. .._... _. .__ I. __ ._ .,__ ___ ._ .._ ___ 

9755 SW Commerce Circle, Suite 32 825 Challenger Drive, Green I3ay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

I’: 503.582.8386 *. F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

March 26, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, l-IFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
S 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature, 

Formu/aTM* 

L * .~ ; i (, ;, “iy ,,. 
,,y .:-.: x;: -,a. .,i’, ; 

_‘, ,,, ‘p:,““> I ‘, , 
:. ,,j ;,I,,:: ‘.ji. 

* S~A~EMENGS~~~~~~~~~~~~~~~~~ 
*, ,’ ,. 

_ ‘; .,,<C” 
‘I , 2:L.r~“. 2-r:. a ‘T, _; (- 

_. : 
\ ‘*,d,:,;, L “.^^i ,__ “.,~,,Z ‘!d ‘,:‘I ;<‘“:::.;;“$,::- 8 ,.;, “‘i $:, 

G;een tea is w&li”known for its antioxidant‘ 
abilities as well.* Green tea compounds; 
called polyphenols or catechins are the 
components studied for their beneficial 
effects.* To date, most research has 
centered around a catechin of green tea 
called epigallocatechin-3-gallate, or simply, 
EGCG. In scientific and clinical studies, 
EGCG from green tea works as an overall 
antioxidant and a powerful scavenger of 
free radicals.* Specifically, studies have 
found EGCG supports healthy breast cell 
development.* 

Green Tea (Camellia sinensis) Leaf 
Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading, 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: s/2& /OS 



If you have any questions, please contact Robert Duster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 

Prokxtive Breast Fomttla 20e 



INTEGRATIVE THERAPEUWCS INC.” ENZYMATIC THERAPY” 
NF Formulas + PhytoPharmica a 

Tyler Encapsulations j Vitaline Farmulas PXYTOPHARMICA’ 
._ -. .-. ._, --. ._ -.. .x- .._. ._. _ .__ ̂  ., .-_-_ “__ __... . _ ,,__ ._^.._ .__._..-_ - __. ._I__ __,__ .._,-_ .___ _.__ 
9755 SW Commerce Circle, Suite I32 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 c F: 888570.6460 (Enzymatic) 
P: 503.582.8386 * F: 503.582.0467 P: 920<469.9099 B F: 920.469.4418 (Phyto) 

March 26,2005 

Office of Nutritional Products, Labeling Sr 
Dietary Supplements, I-IFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and DTLI~ Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has 8 label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(G) of he act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that truthful and not misleading. 

By: 
. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of ,Scientific Affairs at 
(920) 406-3608. 

Chief Financial Office] 



INTEGRATIVE TWERAPEUTCCS INC.” ENfYMATiC THERAPY* 
NF Formulas 5 PhytoPharmica e 

Tyler Encapsulations .’ Vitaline Formuias PHYTOPHARMICAL 
-z. IX” :-.- .- . I- _.^..I _,I .-...^.” .-- ..I. ,,__-_ 

9755 SW Commerce Circle, Suite B2 
Wilsonvflle, OR 97070 

P: 503.582.8386 dn F: 503.582.0467 

_” ___“̂ . .I....,..__l.l _..- _____ ^ __. --__ -^ .^__ -.._ . __._ __-.. 
825 Chaljenger Drive, Green Bay, WI 54311-8328 
Pt 920.469.1313 :a F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 v F: 920.469.4418 (Phyto) 

March 26,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you lhat the followii?g product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Foad, Drug alld Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption io section 20 I (g)( I,)(C) of the act and comply with section 403(r)(G j of ihe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormulaTM* link between COX-2 inhibition cafcium‘ D-$uca@e),,Turme&c (Curcuma 
and support of healthy breast longa) Rhizome Extract, Calcium d- 
tissue formation.* Glucarate, Green Tea (Camellia sinensis) 

Leaf Extract, lndolpiex Complex, Grape (Vitis 
vinifera)Seed Extract, Maitake (Frifola 
frondosa) Mushroom Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
*e truthfui and not misleading. substantiation that t~~~~ 

By: 
Robert Dostel 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President bf Scientific Affairs at 
(920) 406-3605. 7 smp . 
Michael P. Devcreux 
Chief Financial Officer 



INTEGRATlVE THERAPEUTICS INC.” ENtYlMATlC THERAPY* 
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Tyler Encapsulations ?I Vitaline Formdas PHYTBPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 T-8328 
Wilsonville, OR 97070 P: 920.469.1313 tb F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 *- F: 503.582.,0467 P: 920.469.9099 ** F: 920.469.4418 (Phyto) 

March 25,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label &at contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Ellzymatic Therapy, Tne. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormulaTM* inhibition and general support for healthy ceil 
development.* Turmeric seems to be COX-2 
preferential-nut inhibiting the activity of the 
beneficial COX-1 enzyme involved in supporting 
the stomach lining.* Additional recent research 
has investigated turmeric’s ability to scavenge 
free radicals.* 

Rhizome lkxtract - ’ 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
m It are truthful and not misleading. substantiation iiia~~~~ 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3 /z<hJ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

MM”lXb 
ChiefGinancial O fficer 



INTEGRATIVE THERAPEUTICS INC.“- 
NF Formulas ’ PhytoPharmica 

Tyler Encapsulations -? Vitaline Formulas 

ENZYIWATIC THERAPY” 

PHYTCdfARMECA” 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 B F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 (5 F: 

P: 920.469.$099 
888.570.6460 (Enzymatic) 

*- F: 920.469.4418 (Phyto) 

March 27,2005 

Office of’ Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

Tllis letter is LO notit’y you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11. has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(G) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormulaTM* not&d between healthy ,estrogen balance and a 
high dietary intake of vegetables, such as _ 
broccoli, cauliflower, and cabbage.* Scientific 

/ study determined that such cruciferous 
vegetables contain several phytochemicak?, 
including diindolytmethane (DIM).* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e st eme ts are truthful and not misleading. 

By: wedL 
Robert Dostel 

Title: Senior Vice Prcsidcnt of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



lNTEGRATlVE THERAPEUTlCS INC.” ENZYMATIC THERAPY’ 
NF Formulas 9 PhytoPharmica & 

Tyler Encapsulations b Vitaline Formulas PHYTOPNARMICA’ 
.- . . -.. -._. -,- I ._-. .._-. . .L . .-^._l. . -- .” _ . . ..-- . .---. _. ._- ._-_ -_ _._ _-,_- ..__ - .__-_.. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wiisorkille, OR 97070 P: 920,469.%313 0 F: 888570.6460 (Enzymatic) 

P: 503.582.8386 QI F: 503.582.0467 P: 920.469,9099 ba F: 920.469.4418 (Phyto) 

March 28.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Appiied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufacfured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that,contains a statement provided 
by section 403(r)(6) ofthe Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormularM* increases the ratio of desirable Z-hydroxy atid 2- 
methoxy estrogen metabalites over the undesirable I& 
hydroxyestrone estrogen metabolites? Scientific- 
studies have also found that DIM directly supports 
healthy cell development in breast tissue.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc, has 
substantiation that 

R,,. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If YOLI have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



lNT&GRA+IVE THERAPEUTICS INC.-- 
NF Formulas e PhytoPharmica 

Tyler Encapsulations n Vitaline Formulas .” .I..,...,_.‘ -. .*-,“_. _ _. ..^_._ -__ _ ^__ -,. _.._ 1 
9755 SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 6 F: 503.582.0467 

March 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY0 
6a 

PHYTOPHARMICA” 
.-__ __ _.__ -..-.. ..“_. .._ -_ ___ ^_.I_ _._. -_--_, I I .-- _._. 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 ‘a F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the cxwption to section 201 (g)(l)(C) of the act and comply with section 403(r)(G) of the act. These claims are 
not neccssariiy for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

FormulaTM* investigated for their effects on immune 
system heaith and cellular devetopment.* 

Mushroom Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading, 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3/Lsi/t,5 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific hffairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



iN+EGRATIV~ THERA~PEUTICS INC.” ENXYMATIC THERAPY’ 
Nb Formulas z PhytoPharmica & 

Tyler Encapsulations +. Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wiisonvllle, OR 97070 P: 920.469.7 313 Q F: 888.570.6460 (Enzymatic) 

P: 503.582.83&6 _ F: 503.582.0467 P: 920.469.9099 iv F: 920.469.4418 (Phyto) 

March 28, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME 
<~, ,’ >:;,,L .,. :, . 

Protective Breast 
FormulaTM* 

activity of import&t immune system cells.* In a 
clinical study, maitaka’D-fraction enhanced 
natural killer cell activity by 1.2 to 2.7 times.* 

Other clinical and scientific studies have been 
encouraging as well, showing that maitake D- 
fraction induced a healthy immune system and 
cellular response.* All the participants in a clinical 
study experienced increased natural iilier activity 
and support of healthy cellular development.* 1 

I certify that the information contained in this notice is complete and accurate and that Erizymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice Presideut of Scientific Affairs 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

smp*bg 

Michael P. Devereux 
Chief Financial Officer 

Protective Breast Formula 28e 



INTEGRAXIVL THERAPEUTtCS INC.” ENZYMATIC THERAPY’ 
NF Formulas *. PhytoPhartiica & 

Tyler Encapsulations =. Vitaline Formulas PWYTOPHARM1CA” 
~--.---.x. “ll .-. c ,.---... .-- ..__(._ . ..- .““. -_.-,._ - .” _.._._-. --- _..._. - ,_ _^.-.-- _____- __. ._ ._ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.4~Q.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 <* F: 503.5820467 P: 920.~69.9099 rl F: 920.469.4418 (Phyto) 

March 28, 2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

l3.E: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 5431 I has a label that contains a statelnellt provided 
by section 403(r)(G) of the Federal Food, Drug and Cosmetic Act. EnzymaticTherapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to lnarket in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME 
/ _.’ ,_ 

_:< (, ; ,‘ “..\‘. 
Protective Breast 
FormulaTM* been well documented.* New epidemiologic 

studies have now shown that higher dietary intake 
of vitamin D is associated with support for breast 
health.* Cholecalciferol, the biologically active 
form of vitamin D (also known as vitamin D3) is 
now the focus of research to determine exactly 
how vitamin D’s benefits for breast tissue are 
attained.* 

Scientific studies hava shown that cholecalciferol 
encourages healthy cell growth and cell 
differentiation.* These studies show that 
cholecalciferol enhances the body’s own natural 
immune defense, support normal cellular health 
and support TNF-alpha (a protein involved with 
inflammation)-induced defense of breast cell 
tissues.* 



. . . . 
@.’ 

) 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
s e  ruthful and  not m isleading. substantiation that the~~~4 

By: 
Robert Doster 

T itle: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608.  

Sim p  . b  

M~chacl P. Devercux 
Chief F inancial O fficer 


